Active GI survey in progress - make no changes!
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Q1.2   Informed Consent Form     
Introduction        
This study attempts to collect information about the use of the herbal supplements for gastrointestinal symptoms, how you have used them, and what potential effects they had on you.             
Procedures         
You will be asked to answer a series of questions including demographic information about yourself, your current health status, your use of dietary and herbal supplements, as well as your use of several supplements for your gastrointestinal symptoms. The questionnaire consists of 48 questions and will take approximately 25 minutes or less to complete. Questions are designed to determine your use of complementary and alternative medicines (CAM) and how these supplements influence your gastrointestinal symptoms.       
All study data will be collected through an online survey-collection program called Qualtrics. Qualtrics is a secure site with SAS 70 certification for rigorous privacy standards. Any data that you provide through this program will be encrypted for security purposes using Secure Socket Layers (SSL). Only the study investigators will have access to the data on Qualtrics. To protect your privacy, all participants’ IP addresses will be masked by Qualtrics and will be unavailable to, and unidentifiable by, investigators or others. Qualtrics’ privacy policy can be obtained at http://www.qualtrics.com/privacy-statement.
Risks/Discomforts
Risks are minimal for involvement in this study. However, you may feel emotionally uneasy when asked about your current health status. Although we do not expect any harm to come upon any participants due to electronic malfunction of the computer, it is possible though extremely rare and uncommon. There is a minimal risk that security of any online data may be breached, but since the data is encrypted using Secure Socket Layers (SSL) and Qualtrics passed the SAS 70 certification for rigorous privacy standards it is unlikely that a security breach of the online data will result in any adverse consequence for you.                
Benefits            
There are no direct benefits for participants. However, it is hoped that through your participation, researchers will learn more about the use of herbal supplements and their role in managing gastrointestinal symptoms.
Confidentiality
All data obtained from participants will be anonymous and will only be reported in an aggregate format (by reporting only combined results and never reporting individual ones). No personal and identifying information will be collected. All questionnaires will be concealed, and no one other than the primary investigator and assistant researchers listed below will have access to them. The data collected will be stored in the HIPAA-compliant, Qualtrics-secure database until it has been deleted by the primary investigator.
Compensation
There is no compensation for participation in this study.
Participation          
Participation in this research study is completely voluntary. You have the right to withdraw at anytime or refuse to participate entirely. If you desire to withdraw, please simply close your internet browser at any time.                    
Questions about the Research            
If you have questions regarding this study, you may contact Dr. Oliver Grundmann at 352-246-4994, grundman@ufl.edu or Dr. Saunjoo "Sunny" Yoon, at 352-273-6418, yoon@ufl.edu, University of Florida, Gainesville, FL, USA.                
Questions about your Rights as Research Participants          
If you have questions you do not feel comfortable asking the researcher, you may contact the University of Florida's Institutional Review Board, 352-392-0433, irb2@ufl.edu.        
Q1.3 I am of legal age (18 years or older).
· Yes, I am 18 years or older.
· No, I am not 18 years old.
Q1.4   I have read, understood, and printed a copy of the above consent form (please go back if you wish to do so now) and desire of my own free will to participate in this study.
· I accept and want to continue with the survey.
· I do not accept.
Q2.1 Demographic information  
On this page you will be asked to provide some general demographic information (such as age, gender, ethnicity, marital status, etc.) about yourself.
Q2.2 Please select the age range for your current age.
· 18-25 years
· 26-35 years
· 36-45 years
· 46-55 years
· 56-65 years
· 66 years and older
Q2.3 Please select your gender.
· Female
· Male
Q2.4 Are you currently pregnant?
· Yes
· No
Q2.5 Please indicate your current marital status.
· Single/never married
· Married
· Partnered
· Divorced
· Widowed
Q2.6 Please indicate your ethnicity.
· African-American (Non-Hispanic)
· Asian
· Hispanic
· White (Non-Hispanic)
· Other (please list below) ____________________
· Do not wish to answer
Q2.7 Where do you currently live?
· Africa
· Asia, Central
· Asia, Southeast
· Australia
· Canada
· Central America
· Europe, Central & Western
· Europe, Eastern
· Europe, Mediterranean
· Europe, Northern
· South America
· USA, Northeast
· USA, Southeast
· USA, Midwest
· USA, Northwest
· USA, Southwest
· Other (please list below) ____________________
Q2.8 Please select your current employment status.
· Currently employed (full-time)
· Currently employed (part-time)
· Currently self-employed
· Currently student (full-time) and not working
· Currently student (part-time) and working (full-time or part-time)
· Currently student (full-time) and working (full-time or part-time)
· Disabled
· Retired
· Not working for other reasons
· Do not wish to answer
Q2.9 Please select your current insurance coverage.
· Private insurance through employer
· Private insurance through self insurance
· Medicaid
· Medicare or Medicare & supplement
· No insurance
· Other (please list below) ____________________
· Do not wish to answer
Q2.10 Please select your current highest level of education.
· Middle School
· High School
· Some college
· College graduate
· Graduate School
Q2.11 Please select your current household income.
· $20,000-$34,999
· $35,000-$49,999
· $50,000-$64,999
· >$65,000
· Do not wish to answer
Q3.1 On this page you will be asked about your current and past health status.
Q3.2 Please provide your height in feet and inches.
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(Table Truncated to 63 Columns)
Q3.3 Please provide your current weight in pounds (lbs).
Q3.4 Do you currently smoke?
· Yes
· No
Q3.5 If yes, how many cigarettes do you currently smoke per day?
· 1-5 cigarettes per day
· 6-10 cigarettes per day
· 11-15 cigarettes per day
· more than 15 cigarettes per day
Q3.6 If you smoke now, how long have you been smoking?
· Less than 1 year
· 1-5 years
· 6-10 years
· 11-15 years
· More than 15 years
Q3.7 If you do not smoke now, have you ever smoked in the past?
· Yes
· No
Q3.8 If you did smoke in the past, how long have you smoked?
· less than 5 years
· 5-10 years
· 11-15 years
· more than 15 years
Q3.9 How many cigarettes did you smoke a day?
· 1-5 cigarettes per day
· 6-10 cigarettes per day
· 11-15 cigarettes per day
· more than 15 cigarettes per day
Q3.10 When did you quit smoking?
· less than a year ago
· 1-5 years ago
· 6-10 years ago
· more than 10 years ago
Q3.11 Do you currently (in the past week) drink alcoholic beverages?
· Yes
· No
Q3.12 If yes, how many drinks per day and/or month do you commonly consume?
· less than 1 drink per month
· 2-5 drinks per month
· 1 drink per week
· 2-5 drinks per week
· 1 drink per day
· 2-5 drinks per day
· more than 5 drinks per day
Q3.13 If you do not drink now, have you ever drunken alcoholic beverages in the past?
· Yes
· No
Q3.14 If you did drink in the past, how long did you drink?
· less than 5 years
· 5-10 years
· 11-15 years
· more than 15 years
Q3.15 How many drinks per day and month did you consume?
· less than 1 drink per month
· 2-5 drinks per month
· 1 drink per week
· 2-5 drinks per week
· 1 drink per day
· 2-5 drinks per day
· more than 5 drinks per day
Q3.16 When did you quit drinking alcoholic beverages?
· less than a year ago
· 1-5 years ago
· 6-10 years ago
· more than 10 years ago
Q3.17 Do you drink any caffeinated beverages (e.g. coffee, black or green tea, cola, caffeinated soda)?
· Yes
· No
Q3.18 If yes, how many caffeinated beverages do you drink?
· 1 caffeinated beverage per week
· 2-5 caffeinated beverages per week
· 1 caffeinated beverage per day
· 2-5 caffeinated beverages per day
· more than 5 caffeinated beverages per day
Q3.19 In the past 12 months, did you consult with a healthcare provider (check all that apply)?
· Yes, for general check-up
· Yes, for a health condition other than GI symptoms
· Yes, for symptoms related to a GI disorder
· No, I did not see a healthcare provider in the past 12 months
Q3.20 How would you rate your overall current health?
· 1
· 2
· 3
· 4
· 5
· 6
· 7
Q4.1 The following questions inquire about any disorders and health issues.
Q4.2 Have you ever been told by your healthcare provider that you have any of the following health problems? Please select all answers that apply to you.
· Anxiety disorder
· Arthritis
· Asthma
· Cancer
· Colitis
· COPD
· Crohn's disease
· Depression
· Diabetes
· Fibromyalgia
· Functional dyspepsia
· Heartburn or GERD
· Heart problems
· Hypertension (high blood pressure)
· Inflammatory Bowel Disease (IBD)
· Irritable Bowel Syndrome (IBS)
· Kidney disease
· Stomach ulcer or Gastritis
· Stroke or mini stroke
· Thyroid problems
· Other (please list all below) ____________________
· No health problems
Q4.3 This section will inquire about your use of dietary and herbal supplements. Some people may use supplements for a variety of health reasons such as drinking a tea to help resolve the symptoms of a cold or flu. Others take one or more daily supplements to help with health conditions or maintain their current health.
Q4.4 Have you EVER used dietary or herbal supplements for your own health or treatment?
· Yes
· No
· Do not remember
Q4.5 During the PAST 12 MONTHS, did you use any dietary or herbal supplements for your own health or treatment (e.g. ginger, echinacea, St. John's wort) including teas and tinctures?
· Yes
· No
· Do not remember
Q4.6 During the PAST 12 MONTHS, did you let your healthcare provider know about your use of the dietary or herbal supplements that you are taking?
· Yes
· No
· Do not remember
Q4.7 Have you or are you currently using dietary or herbal supplements to treat a specific health problem or condition?
· Yes
· No
· Do not remember
Q4.8 If yes, for what health problem(s) do you use the dietary or herbal supplement(s)? Please select all answers that apply to you.
· Anxiety disorder
· Arthritis
· Asthma
· Cancer
· Colitis
· COPD
· Crohn's disease
· Depression
· Diabetes
· Fibromyalgia
· Functional dyspepsia
· Heartburn or GERD
· Heart problems
· Hypertension (high blood pressure)
· Inflammatory Bowel Disease (IBD)
· Irritable Bowel Syndrome (IBS)
· Kidney disease
· Stomach ulcer or Gastritis
· Stroke or mini stroke
· Thyroid problems
· Other (please list all below) ____________________
· No health problems
Q4.9 During the PAST 12 MONTHS, did you use any of the following herbal supplements for health reasons? Please select all answers that apply to you.
· Bee pollen/royal jelly
· Black cohosh
· Bladder wrack/kelp
· Chaparral
· Cascara sagrada
· Chasteberry/Vitex
· Comfrey
· Don quai/Don gui tong kuei
· Echinacea
· Evening primrose
· Fish oil/omega 3 fatty acids
· Feverfew
· Garlic
· Ginger
· Ginkgo biloba
· Ginseng
· Glucosamine
· Guarana
· Hawthorn
· Kava kava
· Licorice
· Ma huang (ephedra)
· Melatonin
· Mexican yam
· Milk thistle
· Padma Lax
· Peppermint
· Ragweed/chamomile
· SAM-e (S-adenosylmethionine)
· Saw palmetto
· Senna
· Soy
· St. John's Wort
· STW5 (Iberogast(R))
· Tongxie Yaofang (TXYF)
· Turmeric
· Valerian
· Yohimbe
· Other (please list all below) ____________________
· Did not use any
Q5.1 Use of Complementary and Alternative Medicine (CAM)
The following questions will inquire about your prior use of alternative approaches to conventional medicine (e.g. prescription drugs or surgery). Some of these alternative approaches may have been recommended by your healthcare provider. If so, please check the appropriate box.
Q5.2 Please indicate which complementary and alternative medicine (CAM) approaches you have used in the PAST 12 MONTHS, if you used the treatment for a specific disorder, if it was recommended by your healthcare provider, and how effective the treatment was. Please select N/A whenever you have not used that particular treatment.
	
	Did you use this CAM?
	Was it recommended by your healthcare provider?
	Was it effective?
	Did you use it for a specific treatment?

	
	Yes
	No
	Do not know
	Yes
	No
	N/A
	Very effective
	Somewhat effective
	Not at all
	Do not know
	N/A
	Yes
	No
	N/A

	Acupuncture
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Ayurveda
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Biofeedback
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Chelation therapy
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Chiropractic care
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Energy Healing/Reiki
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Folk Medicine
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Hypnosis
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Massage
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Naturopathy
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Herbal supplements
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Homeopathy
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Special diet
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Vitamins
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Yoga/Tai Chi/Qi Gong
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Relaxation techniques
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Prayer
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Other (please list all)
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 
	· 


Q6.1 Do you currently (during the last 4 weeks) experience any gastrointestinal symptoms such as bloating, abdominal pain, stomach pain, heartburn, or flatulence?
· Yes
· No
Q6.2 The following questions ask you to describe your current gastrointestinal symptoms.
Q6.3 Please describe your current gastrointestinal symptoms as you experienced them during the LAST 4 WEEKS.
	
	None
	Mild
	Moderate
	Quite a lot
	Severe
	Very severe
	Unbearable

	Abdominal pain, in common
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Abdominal pain, after meal
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Abdominal pain, fasting
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Abdominal pain, doesn't decline after defecation
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Stomach pain, in common
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Stomach pain, during daytime
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Stomach pain, at night/asleep
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Heartburn
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Regurgitation
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Abdominal rumbling
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Bloating
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Empty feeling
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Nausea
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Vomiting
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Loss of appetite
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	After meal fullness
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Belching (burping)
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Flatulence
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Haematemesis (vomiting of blood)
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Dysphagia (difficulty swallowing), liquid food
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Dysphagia (difficulty swallowing), solid food
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Stools, bloody
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Stools, mucous
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Stools, frequent hard
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Stools, diarrhea
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Stools, alternately solid or loose
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Stools, constipation
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Stools, frequent with pain
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Stools, urging
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Stools, incomplete
	· 
	· 
	· 
	· 
	· 
	· 
	· 

	Stools, fatty or lipid-like
	· 
	· 
	· 
	· 
	· 
	· 
	· 


Q6.4 Describe your abdominal and stomach pain during the LAST 4 WEEKS by adjusting the slider below with "9" indicating that you did have no complaints and with "1" indicating that the symptoms were unbearable.
· 1
· 2
· 3
· 4
· 5
· 6
· 7
· 8
· 9
Q6.5 This section inquires about the use of several common supplements for relief of gastrointestinal symptoms.
Q6.6 Which of the following products have you or are you currently using to manage your gastrointestinal symptoms?
· Fiber (e.g. psyllium, gentle fibers(R))
· Iberogast (STW5)
· Padma Lax
· Peppermint oil
· Probiotics (e.g. Florastor(R),Mutaflor(R),Activflor(R),Align(R))
· Tongxie Yaofang (TXYF)
· Others (please list all below) ____________________
· Did not use any
Q7.1 The following questions relate to your use of ${lm://Field/1} as an herbal supplement for management of your gastrointestinal symptoms.
Q7.2 How did you hear about ${lm://Field/1}?
· Recommended by my healthcare provider
· Recommended by a friend/family member
· Read about ${lm://Field/1} in a magazine or print advertisement
· Read about ${lm://Field/1} on a website
· Other
Q7.3 Have you taken ${lm://Field/1} before?
· Yes
· No
Q7.4 If yes, how long have you been taking ${lm://Field/1}?
· less than a month
· 1-3 months
· 3-6 months
· 6 months - 1 year
· more than 1 year
Q7.5 How often do you take ${lm://Field/1}?
· Never
· Less than Once a Month
· Once a Month
· 2-3 Times a Month
· Once a Week
· 2-3 Times a Week
· Daily
Q7.6 For what health problem(s) do you take ${lm://Field/1}? Please select all answers that apply to you.
· Bloating
· Dyspepsia
· Crohn's disease
· Stomach upsetness
· Gastritis
· Irritable Bowel Syndrome (IBS)
· Indigestion
· Inflammatory Bowel Disease (IBD)
· Other ____________________
Q7.7 Do you think ${lm://Field/1} is effective to manage your gastrointestinal symptoms?
· Yes
· Somewhat effective
· No
· Do not know
Q7.8 If ${lm://Field/1} influenced your gastrointestinal symptoms, please indicate for each of the symptoms if the symptom improved (got better), remained unchanged, or got worse with the use of ${lm://Field/1}.
	
	Improved (got better) with ${lm://Field/1}
	Remained unchanged with ${lm://Field/1}
	Got worse with ${lm://Field/1}

	Abdominal pain, in common
	· 
	· 
	· 

	Abdominal pain, after meal
	· 
	· 
	· 

	Abdominal pain, fasting
	· 
	· 
	· 

	Abdominal pain, doesn't decline after defecation
	· 
	· 
	· 

	Stomach pain, in common
	· 
	· 
	· 

	Stomach pain, during daytime
	· 
	· 
	· 

	Stomach pain, at night/asleep
	· 
	· 
	· 

	Heartburn
	· 
	· 
	· 

	Regurgitation
	· 
	· 
	· 

	Abdominal rumbling
	· 
	· 
	· 

	Bloating
	· 
	· 
	· 

	Empty feeling
	· 
	· 
	· 

	Nausea
	· 
	· 
	· 

	Vomiting
	· 
	· 
	· 

	Loss of appetite
	· 
	· 
	· 

	After meal fullness
	· 
	· 
	· 

	Belching (burping)
	· 
	· 
	· 

	Flatulence
	· 
	· 
	· 

	Haematemesis (vomiting of blood)
	· 
	· 
	· 

	Dysphagia (difficulty swallowing), liquid food
	· 
	· 
	· 

	Dysphagia (difficulty swallowing), solid food
	· 
	· 
	· 

	Stools, bloody
	· 
	· 
	· 

	Stools, mucous
	· 
	· 
	· 

	Stools, frequent hard
	· 
	· 
	· 

	Stools, diarrhea
	· 
	· 
	· 

	Stools, alternately solid or loose
	· 
	· 
	· 

	Stools, constipation
	· 
	· 
	· 

	Stools, frequent with pain
	· 
	· 
	· 

	Stools, urging
	· 
	· 
	· 

	Stools, incomplete
	· 
	· 
	· 

	Stools, fatty or lipid-like
	· 
	· 
	· 


Q7.9 Please rate the change in overall abdominal and stomach pain with the use of ${lm://Field/1}. "9" indicates that the symptoms got much better with ${lm://Field/1} while "1" indicates that the symptoms got much worse with the use of ${lm://Field/1}.
· 1
· 2
· 3
· 4
· 5
· 6
· 7
· 8
· 9
Q7.10 Please share anything else about your experience with ${lm://Field/1} below in as much detail as possible.
Q8.1
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Q8.2 Thank you for your participation in this survey. We appreciate your time and effort in completing the answers as it will help us to better understand the uses and effects of herbal supplements in the management of gastrointestinal symptoms.
